General decision steps for DSHS IRB operations

Customer Submission or Request

Does the submission or request meet the definition of research'? Is it a systematic investigation, including
research development, testing and evaluation, designed to develop or contribute to generalizable knowledge.

Yes

v

No

Does the submission or request involve 'human subject’ meaning a living
individual about whom an investigator conducting research obtains: data
through intervention or interaction with the individual

Yes

No

L Y

Will identifiable protected (PHI) data/information be obtained in a form that

‘ 45 CFR 46 does not apply. ‘4> individuals can be identified, directly or through identifiers linked to the

records or are other data requirements applicable?

No Yes
v

‘ Human subjects involved - follow 45 CFR 46. ‘

Review by appropriate programmatic area

Exempt?

¥

/\ required - redirect to program.
Expedited? \

Does the research meet the requirements for at least one
the Exemption Categories 1- 6?7

Yes No

v

Does the research involve prisoners, pregnant
women, human fetuses, or human in vitro
fertilization?

No Yes

N

Can the request be reviewed

Does the research present no more than minimal risk to X °
via an expedited process?

human subjects?

A

Research does not meet
exemption criteria.

Yes—»

Expedited
Review
research based,
death records,

expedited review criteria.

Thié research is exempt from 45 CFR 46. ‘

This research meets the requirements
to undergo an Expedited Review.

Submission of research study protocol which may or may not include a request for protected/PHI data.

Does this research require further review for
the release of protected/PHI data?

Yes

Request for protected/PHI data.

Yes No etc.
Does the research involve only procedures listed in No
at least one of Expedited Review Categories 1-9?
Yes No
Research does not meet < Full
h ”| IRBReview.




